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ThB MAILING DATE of this communication appears on ttie cover sheet with the correspondence address - 
Period for Reply 


A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C, § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even If timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )IEI Responsive to communicatlon(s) filed on 27 June 2007 , 
2a)n This action is FINAL. 2b)l3 This action is non-final. 

3) 0 Since this application is in condition for allowance except for fonmal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Ciaims 

4) ^ Claim(s) 1-^35.38-40.71-97.112 and 113 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) |EI Claim(s) 1-35.38-40.71 -97.1 12 and 113 is/are reiected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Appiication Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 11 9 

12)13 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)KlAII b)n Some * c)n None of: 

1 Certified copies of the priority documents have been received. 

2. p Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 


Papers Received 

Receipt is acknowledged of the applicant's amendment, response, petition for extension 
of time, and notice of appeal, all received on 12 February 2007. Receipt is acknowledged of the 
applicant's request for continued examination, received on 27 June 2007. 

Continued Examination Under 37 CFR 1.114 
A request for continued exiamination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. AppUcant's submission filed on 12 February 2007 has been entered. 

Claim Objections 

The objection to Claims 31, 35 and 71 for muUiple periods is hereby withdrawn in view 
of the present amendment to the claims. 

Claims 31-35, 71 and 72 are objected to because of the following informalities: It is not 
entirely clear whether each embodiment listed individually in the claims are intended to be 
referred in the altemative. Appropriate correction is required. 
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Claim Rejections - 35 USC § 112 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 32 and 34 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Formulation (4) of Claim 32 and formulation (4) in Claim 34 each recite an amount of 
15% by weight of the Copolymer. There is insufficient antecedent basis for this limitation in the 
claim, since Claim 1 recites that the Copolymer is present in an amount ranging fi-om about 20 to 
90% by weight. 

Claim Rejections ' 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-3, 7-9, 11-14, 16, 18, 20-24, 39, 40, 73-75, 81, 82, 84-88, 93, 94, 96, 97, 112 
and 1 13 are rejected under 35 U.S.C. 102(e) as being anticipated by Petereit et al (U.S. Patent 
Application Publication No. 2002/0160042) 

The Petereit et al reference teaches injection-molded capsules comprising methacrylate 
copolymers and other components, such as a release agent, a plasticizer, additives or auxiliaries, 
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pharmaceutical agents, and other polymers or copolymers (See Abstract). The capsules may 
comprise methacrylate copolymers composed of from 50% to 70% by weight of methyl acrylate, 
10 to 30% by weight of methyl methacrylate, and 5% to 15% by weight of methacrylic acid (See 
Section 0038). Mold release agents such as glycerol monostearate and stearyl alcohol may be 
included in amount ranging from 0.1 to 3% by weight (See Sections 0041 to 0044). Driers such 
as talc may be included in amounts ranging from 0 to 50% by weight (See Sections 0045 to 
0048). Plasticizers such as alkyl citrates, glycerol esters, sucrose esters, sorbitan esters and 
polyethylene glycols may be included in amounts ranging from 0 to 30% by weight (See 
Sections 0049 to 0051). Polymers such as polyvinylpyrrolidones, carboxymethylcellulose salts, 
and hydroxypropybnethylcellulose (HPMC) may be included in amounts of up to 20% by weight 
(See Sections 0078 to 0080). The processing of the ingredients preferably takes place in an 
extruder at a temperature ranging from 120°C to 250°C (See Section 0030). In one particular 
embodiment, the mixture is processed in a twin-screw extruder, with the resulting extrudate 
bring chopped to give pellets (See Section 0099). The resulting capsule has a wall thickness of 
0.6 mm (See Section 0101). The molded capsules may be joined by various methods including 
adhesive bonding, welding by laser, ultrasoimd or microwaves, or by means of a snap connection 
(See Section 0095). As the prior art has disclosed the limitations of the instant claims, the claims 
are therefore anticipated. 

Claim Rejections - 35 use § 103 
The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 
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The rejection of Claims 1-35, 38-40, and 71-1 13 under 35 U.S.C. 103(a) as being 
unpatentable over Hatano et al (U.S. Patent No. 6,309,666) in view of Lehmann et al (U.S. 
Patent No. 5,705,189, hereinafter Lehmann I) and Lehmann et al (U.S. Patent No. 5,644,01 1, 
hereinafter Lehmann II) is hereby withdrawn. 

Claims 4, 5, 15, 17, 19, 76-78, 89-92 and 95 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Petereit et al (U.S. Patent AppHcation Publication No. 2002/0160042) in view 
of Hatano a/. 

The Petereit et al reference teaches injection-molded capsules comprising methacrylate 
copolymers and other components, such as a release agent, a plasticizer, additives or auxiliaries, 
pharmaceutical agents, and other polymers or copolymers (See Abstract). The capsules may 
comprise methacrylate copolymers composed of from 50% to 70% by weight of methyl acrylate, 
10 to 30% by weight of methyl methacrylate, and 5% to 15% by weight of methacryhc acid (See 
Section 0038). Mold release agents such as glycerol monostearate and stearyl alcohol may be 
included in amount ranging from 0.1 to 3% by weight (See Sections 0041 to 0044). Driers such 
as talc may be included in amounts ranging from 0 to 50% by weight (See Sections 0045 to 
0048). Plasticizers such as alkyl citrates, glycerol esters, sucrose esters, sorbitan esters and 

4 

polyethylene glycols may be included in amounts ranging from 0 to 30% by weight (See 
Sections 0049 to 0051). Polymers such as polyvinylpyrrolidones, carboxymethylcellulose salts, 
and hydroxypropylmethylcellulose (HPMC) may be included in amounts of up to 20% by weight 
(See Sections 0078 to 0080). The processing of the ingredients preferably takes place in an 
extruder at a temperature ranging from 120°C to 250°C (See Section 0030). In one particular 
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embodiment, the mixture is processed in a twin-screw extruder, with the resulting extrudate 
bring chopped to give pellets (See Section 0099). The resulting capsule has a wall thickness of 
0.6 mm (See Section 0101). The molded capsules may be joined by various methods including 
adhesive bonding, welding by laser, ultrasound or microwaves, or by means of a snap connection 
(See Section 0095). 

The Petereit et al. reference does not teach the inclusion of additives such as lactose and 
maiinitol or the inclusion of surfactants such as sodium dodecyl sulfate. 

The Hatano et al. patent teaches coated capsule compositions comprising a hard outer 
shell (See Abstract). The compositions may be formulated for quick release at a desired location 
in the gastrointestinal tract (See Column 2, Lines 49-62). Suitable materials for the outer shell 
include methacrylate co-polymers and acrylic co-polymers (See Column 5, Line 42 to Column 6, 
Line 23). Each of the components of the capsule, including the hard outer shell, may include 
various excipients, including binders, disintegrants, lubricants, aggregation-preventing agents, 
plasticizer, and a surfactant. Excipients include mannitol, lactose and starch. Binders include 
ethylcellulose, polyvinylpyrrolidone, HPMC, and polyethylene glycol (See Column 12, Lines 1- 
1 1). Disintegrants include polyvinylpyrroUdone and hydroxypropylcellulose (See Column 12, 
Lines 12-17). Lubricants and aggregation-preventing agents include talc, magnesium stearate, 
and colloidal silicon dioxide. Plasticizers include diethyl phthalate, dibutyl phthalate, and 
polyethylene glycol. Surfactants include polyoxyethylene sorbitan monooleate, polyoxyethylene 
hydrogenated castor oil, and sodium dodecyl sulfate (See Colunm 11, Line 52 to Column 12, 
Line 65). Such additives may be added in any amount within the scope of the knowledge of one 
of ordinary skill in the art (See Column 13, Lines 3-5). 
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It would be obvious to one of ordinary skill in the art to combine the two references in 
order to obtain the instantly claimed invention. One of ordinary skill in the art would be 
motivated to use the disclosure of the Hatano et al. reference in conjunction with the other prior 
art disclosures, in order to more precisely tailor the release characteristics of a pharmaceutical 
capsule to suit the needs of a particular use. As the two references are drawn to enteric 
compositions, they are clearly within the same field of endeavor. Therefore, one of ordinary skill 
in the art would have a reasonable expectation of success in combining the references. Thus, the 
instantly claimed invention is prima facie obvious. 

Claims 6, 79 and 80 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Petereit et al, in view of the Handbook of Pharmaceutical Excipients. 

The relevant portions of the Petereit et al. reference are detailed in the above prior art 
rejections. 

The Petereit et al. reference does not teach the inclusion of lubricants in amounts of 
greater than 10% by weight, nor does it teach the inclusion of additives such as lactose and 
mannitol or the inclusion of surfactants such as sodium dbdecyl sulfate. 

The Handbook of Pharmaceutical Excipients discloses that poloxamers, which are block 
copolymers of ethylene glycol and propylene glycol, are used in the art as non-ionic wetting and 
solubihzing agents (See Page 207, sections 1 to 4). 

It would be obvious to one of ordinary skill in the art to combine the two references in 
order to obtain the instantly claimed invention. One of ordinary skill in the art would recognize 
poloxamers, used in the art as non-ionic wetting and solubilizing agents, serve the function of 
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surfactants. Furthermore, one of ordinary skill in the art would also recognize that the some of 
the plasticizers hsted in the Petereit et al. reference are also known as non-ionic surfactants such 
as the sucrose and sorbitan esters. Therefore, one of ordinary skill in the art would have a 
reasonable expectation of success in substituting one non-ionic surfactant for another, allowing 
for the use of poloxamers in the invention of Petereit et al Thus, the instantly claimed invention 
is prima facie obvious. 

Claims 10, 25-27, 30, 31, 38, 71 and 83 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Petereit et al in view of Adams et al (U.S. Patent No. 6,139,875) 

The relevant portions of the Petereit et al reference are detailed in the above prior art 
rejections. 

The Petereit et al reference does not teach the inclusion of stearyl alcohol in amounts of 
greater than 3% by weight. 

The Adams et al patent teaches an enteric composition comprising an enteric polymer, 
about 5 to 45 weight percent of a hydrophobic compound such as stearyl alcohol, and about 5 to 
50 weight percent of a water-insoluble flake material such as talc (See Column 8, Examples 1-8; 
and Claims 1-5). Such additives allows for the enteric composition to achieve superior material 
and release properties (See Column 2, Lines 41-65). 

It would be obvious to one of ordinary skill in the art to combine the two references in 
order to obtain the instantly claimed invention. With the disclosure in Adams et al that the 
additives disclosed therein allows for superior material and release properties of the disclosed 
enteric composition, one of ordinary skill would have a clear motivation to include the stearyl 
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alcohol and talc in the amounts as disclosed therein into the capsule compositions of Petereit et 
al to give similarly improved properties. As both references are drawn to enteric compositions, ^ 
they are clearly within the same field of endeavor. Therefore, one of ordinary skill in the art 
would have a reasonable expectation of success in combining the references. Thus, the instantly 
claimed invention is prima facie obvious. 

Claims 28, 29, 32-35 and 72 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Petereit et al in view of Adams et al and Hatano et al. 

The relevant portions of the Petereit et al reference are detailed in the above prior art 
rejections. 

The Petereit et al reference does not teach the inclusion of stearyl alcohol in amounts of 
greater than 3% by weight, nor does it teach the inclusion of additives such as lactose and 
mannitol or the inclusion of surfactants such as sodium dodecyl sulfate. ' 

The Adams et al. patent teaches an enteric composition comprising an enteric polymer, 
about 5 to 45 weight percent of a hydrophobic compound such as stearyl alcohol, and about 5 to 
50 weight percent of a water-insoluble flake material such as talc (See Column 8, Examples 1-8; 
and Claims 1-5). Such additives allows for the enteric composition to achieve superior material 
and release properties (See Column 2, Lines 41-65). 

The Hatano et aL patent teaches coated capsule compositions comprising a hard outer 
shell (See Abstract). The compositions may be formulated for quick release at a desired location 
in the gastrointestinal tract (See Column 2, Lines 49-62). Suitable materials for the outer shell 
include methacrylate co-polymers and acrylic co-polymers (See Column 5, Line 42 to Column 6, 
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Line 23). Each of the components of the capsule, including the hard outer shell, may include 
various excipients, including binders, disintegrants, lubricants, aggregation-preventing agents, 
plasticizer, and a surfactant. Excipients include mannitol, lactose and starch. Binders include 
ethylcellulose, polyvinylpyrroHdone, HPMC, and polyethylene glycol (See Column 12, Lines 1- 
1 1). Disintegrants include polyvinylpyrrolidone and hydroxypropylcellulose (See Column 12, 
Lines 12-17). Lubricants and aggregation-preventing agents include talc, magnesium stearate, 
and colloidal silicon dioxide. Plasticizers include diethyl phthalate, dibutyl phthalate, and 
polyethylene glycol. Surfactants include polyoxyethylene sorbitan monooleate, polyoxyethylene 
hydrogenated castor oil, and sodium dodecyl sulfate (See Column 11, Line 52 to Column 12, 
Line 65). Such additives may be added in any amount within the scope of the knowledge of one 
of ordinary skill in the art (See Column 13, Lines 3-5). 

It would be obvious to one of ordinary skill in the art to combine the two references in 
order to obtain the instantly claimed invention. With the disclosure in Adams et al that the 
additives disclosed therein allows for superior material and release properties of the disclosed 
enteric composition, one of ordinary skill would have a clear motivation to include the stearyl 
alcohol and talc in the amounts as disclosed therein into the capsule compositions of Petereit et 
al to give similarly improved properties. One of ordinary skill in the art would be motivated to 
use the disclosure of the Hatano et al reference in conjunction with the other prior art 
disclosures, in order to more precisely tailor the release characteristics of a pharmaceutical 
capsule to suit the needs of a particular use. As the three references are drawn to enteric 
compositions, they are clearly within the same field of endeavor. Therefore, one of ordinary skill 
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in the art would have a reasonable expectation of success in combining the references. Thus, the 
instantly claimed invention is prima facie obvious. 

Response to Arguments 

Applicant's arguments filed 12 February 2007 have been fully considered but they are 
moot in view of the new grounds for rejection. 

Correspondence 

Any inquiry concerning this communication or earlier communications fi"om the 
examiner should be directed to Simon J. Oh whose telephone number is (571) 272-0599. The 
examiner can normally be reached on M-F 8:30 am to 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
AppUcation Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 


Simon J. Oh 
Examiner 
Art Unit 1618 

sjo 


